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change; and the signature of the li-
censee management that reviewed and 
approved the change. 

§ 35.2040 Records of written directives. 
A licensee shall retain a copy of each 

written directive as required by § 35.40 
for 3 years. 

§ 35.2041 Records for procedures for 
administrations requiring a written 
directive 

A licensee shall retain a copy of the 
procedures required by § 35.41(a) for the 
duration of the license. 

§ 35.2060 Records of calibrations of in-
struments used to measure the ac-
tivity of unsealed byproduct mate-
rial. 

A licensee shall maintain a record of 
instrument calibrations required by 
§ 35.60 for 3 years. The records must in-
clude the model and serial number of 
the instrument, the date of the calibra-
tion, the results of the calibration, and 
the name of the individual who per-
formed the calibration. 

§ 35.2061 Records of radiation survey 
instrument calibrations. 

A licensee shall maintain a record of 
radiation survey instrument calibra-
tions required by § 35.61 for 3 years. The 
record must include the model and se-
rial number of the instrument, the date 
of the calibration, the results of the 
calibration, and the name of the indi-
vidual who performed the calibration. 

§ 35.2063 Records of dosages of un-
sealed byproduct material for med-
ical use. 

(a) A licensee shall maintain a record 
of dosage determinations required by 
§ 35.63 for 3 years. 

(b) The record must contain— 
(1) The radiopharmaceutical; 
(2) The patient’s or human research 

subject’s name, or identification num-
ber if one has been assigned; 

(3) The prescribed dosage, the deter-
mined dosage, or a notation that the 
total activity is less than 1.1 MBq (30 
μCi); 

(4) The date and time of the dosage 
determination; and 

(5) The name of the individual who 
determined the dosage. 

§ 35.2067 Records of leaks tests and in-
ventory of sealed sources and 
brachytherapy sources. 

(a) A licensee shall retain records of 
leak tests required by § 35.67(b) for 3 
years. The records must include the 
model number, and serial number if 
one has been assigned, of each source 
tested; the identity of each source by 
radionuclide and its estimated activ-
ity; the results of the test; the date of 
the test; and the name of the indi-
vidual who performed the test. 

(b) A licensee shall retain records of 
the semi-annual physical inventory of 
sealed sources and brachytherapy 
sources required by § 35.67(g) for 3 
years. The inventory records must con-
tain the model number of each source, 
and serial number if one has been as-
signed, the identity of each source by 
radionuclide and its nominal activity, 
the location of each source, and the 
name of the individual who performed 
the inventory. 

§ 35.2070 Records of surveys for ambi-
ent radiation exposure rate. 

A licensee shall retain a record of 
each survey required by § 35.70 for 3 
years. The record must include the 
date of the survey, the results of the 
survey, the instrument used to make 
the survey, and the name of the indi-
vidual who performed the survey. 

§ 35.2075 Records of the release of in-
dividuals containing unsealed by-
product material or implants con-
taining byproduct material. 

(a) A licensee shall retain a record of 
the basis for authorizing the release of 
an individual in accordance with § 35.75, 
if the total effective dose equivalent is 
calculated by— 

(1) Using the retained activity rather 
than the activity administered; 

(2) Using an occupancy factor less 
than 0.25 at 1 meter; 

(3) Using the biological or effective 
half-life; or 

(4) Considering the shielding by tis-
sue. 

(b) A licensee shall retain a record 
that the instructions required by 
§ 35.75(b) were provided to a breast-feed-
ing female if the radiation dose to the 
infant or child from continued breast- 
feeding could result in a total effective 
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